(19) 



J 



Europaisches Patentamt 
European Patent Office 
Office europeen des brevets 



(12) 



(n) EP0 711 574 A1 

EUROPEAN PATENT APPLICATION 



(43) Date of publication: 

15.05.1996 Bulletin 1996/20 

(21) Application number: 95308016.5 

(22) Date of filing: 09.11.1995 



(51) Intel 6 : A61M 25/00 



(84) 


Designated Contracting States: 


(72) Inventor: Martin, Geoffrey S 




DE FR GB IT 


Mississauga, Ontario (CA) 


(30) 


Priority: 10.11.1994 US 339171 


(74) Representative: Bowles, Sharon Margaret et al 






BOWLES HORTON 


(71) 


Applicant: MED-PRO DESIGN, INC. 


Felden House 




Mississauga, Ontario L5A 3V3 (CA) 


Dower Mews 






High Street 






Berkhamsted Hertfordshire HP4 2BL (GB) 



(54) Catheter with dual round lumens 




Printed by Jouve, 75001 PARIS (FR) 



1 



EP0 711 574 A1 



2 



Description 

Field of the Invention 

This invention relates to dual flow catheters of a 
type having an intake lumen to remove fluid and a return 
lumen to replace fluid. 

The invention will be described with reference par- 
ticularly to dual flow haemodialysis catheters but is not 
limited to such use. In haemodialysis, there are two 
types of dual lumen catheters used extensively. The first 
type is a coaxial catheter made up of inner and outer 
round tubes arranged to that the inner tube defines a 
central return lumen and the inner and outer tubes are 
spaced radially to define an annular intake lumen. Such 
a catheter has a structure at the proximal end for effect- 
ing connections between these lumens and external ap- 
paratus which causes flow into and from the catheter. 
Intake flow to the apparatus takes place through the an- 
nular lumen and return is through the central lumen. The 
arrangement is such that there is inevitably a large sur- 
face area in contact with the blood as it flows through 
the annular lumen. Also, the central lumen is free to find 
a natural position within the outer tube and this does not 
necessarily create a concentric intake lumen. In some 
circumstances the intake flow can be turbulent and sub- 
ject to significant flow losses due to the large surface 
area involved. Nevertheless, such catheters have found 
acceptance for use in haemodialysis primarily because 
they permit the formation of intake openings around the 
complete circumference of the catheter and this tends 
to ensure that the catheter is never occluded by engage- 
ment with a blood vessel wall when in use. 

The second type of catheter that has gained prom- 
inence is a side-by-side catheter in which the lumens 
are generally D-shaped and separated by a planar sep- 
tum. The outer periphery is circular and blood flows 
through the D-shaped lumens. It is well established in 
the theory of liquid flow, that planar flow conditions are 
most readily achieved in a round cross-section. Since 
planar flow will reduce the potential for stress impact of 
the blood cells a round cross-section would be pre- 
ferred. The double-D section has other disadvantages 
including the fact that the inlet openings must be to one 
side of the catheter and this means that all of the side 
openings for the intake lumen can be occluded if the 
catheter engages a blood vessel to that side of the cath- 
eter. 

Both types of catheters must resist kinking in use. 
However kinking is exacerbated by the fact that because 
the catheters are made to be flexible at body tempera- 
ture, the point of exit from the incision can be subject to 
maximum bending where the cool outer part meets the 
warmer and more flexible inserted part. The degree of 
kinking will of course also depend on the structure of the 
catheter. The double-D has some resistance in one 
plane as a result of the septum maintaining the distance 
between the septum connections to the outer wall, and 



the coaxial catheter can be improved by using more re- 
sistant tubing for both the inner and outer tubes. How- 
ever there is clearly a need for a catheter which over- 
comes the inherent difficulties and disadvantages of 
s both types. 

In general, it is desirable in catheters of this type to 
provide a smooth exterior which contains two lumens 
with minimal flow resistance and structured to minimize 
the likelihood of kinking caused by bending forces, par- 
10 ticularly at the site of the incision. The structure should 
also be designed to permit simple connection at the 
proximal end to tubing required to couple the catheter 
to apparatus such as a dialysis machine. At the distal 
end, the return lumen should be uninterrupted in cross- 
es section if possible. A round cross-section is most desir- 
able and if this were to continue throughout the catheter 
without interruption then the flow losses and turbulence 
would be minimized. 

20 Summary of the Invention 

It has been found that structures according to the 
invention either meet the aforementioned requirements 
or at least minimize many of the problems associated 
25 with prior art catheters. Accordingly in one of its aspects, 
the invention provides a catheter of the type comprising 
a main body defining parallel side-by-side lumens and 
extending between a junction providing connecting 
tubes at the proximal end of the main body and a tip 
30 section forming an extension of the return lumen, and 
intake openings and return openings the catheter being 
characterized by the main body having a generally el- 
liptical cross-section about major and minor axes and 
the intake and return lumens being centred on the major 
35 axis and separated by a wall, the wall extending along 
the minor axis and extending into reinforcement zones 
made up of solid catheter material and extending in the 
direction of the major axis and blending into lumen walls 
which extend across the major axis to enclose the lu- 
^0 mens, each of the lumen walls being attached to both 
of the reinforcement zones. 

FIG. 1 is a diagrammatic perspective view of a cath- 
eter according to a preferred embodiment of the 
45 invention and having a portion cut away to minimize 
the length of the catheter in the drawings; 
FIG. 2 is a sectional view on line 2-2 of Fig. 1 , and 
drawn to a larger scale than Fig. 1 ; 
FIG. 3 is a figure similar to Fig. 2 taken on line 3-3 
50 of FIG. 1; and 

FIG. 4 is a longitudinal sectional view on line 4-4 of 
part of FIG. 1 and also drawn to a larger scale than 
that used for Fig. 1 . 

55 As seen in Fig. 1, a catheter 20 is provided which 
embodies the invention and is both a preferred embod- 
iment of the invention and exemplary of other embodi- 
ments which could be made incorporating the inventive 
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concept. 

The catheter 20 includes a main body 22, tip section 
24, and proximal end assembly 26 which has a junction 
28 leading from the main body to individual connecting 
tubes 30, 32 having the usual clamps 34, 36 and termi- 
nating at respective luer connectors 38, 40. The tubes 
lead through the junction 23 to individual lumens 42, 44 
in the main body. The return lumen 42 continues without 
interruption from the main body past the distal end of 
the main body and through the tip section 24 to a tapered 
tip 46 where it continues and converges to end at end 
opening 48. The intake lumen 44 terminates at a trans- 
verse opening 50 spaced from the end of the catheter 
as is usual practice to provide a separation between in- 
take through the opening 50 and return through the end 
opening 48 in the same blood vessel. 

The tip section 24 also includes side openings 52 
and similarly, the intake lumen 44 has side openings 54 
adjacent the opening 50 to enhance flow into the intake 
lumen 44. 

As seen in FIG. 2, (which is drawn to enlarge the 
structure), the main body 22 has a generally elliptical 
outer shape or cross-section and contains the lumens 
42, 44 which are round in cross-section and separated 
by a thin wall 55. The major and minor axes 56, 58 of 
the elliptical shape preferably meet at the centre of the 
wall 55 which extends along the minor axis opening out 
into reinforcement zones 60, 64 made up of solid cath- 
eter material. These portions then extend about adja- 
cent parts of the lumens 42, 44 which are further defined 
by respective walls 66, 68 which cross the- major axis 
56 of the elliptical cross-section. The advantages and 
the utility of this cross-section will be explained in more 
detail once the description of the catheter has been 
completed, 

As seen in FIG. 3, the cross-section of the tip sec- 
tion 24 is circular and annular. The lumen 42 is uninter- 
rupted as it extends through the main body 22 continues 
through the tip section where it is surrounded by a cir- 
cular wall 70 made as will be described. At the distal 
end, the tip section includes the tapered tip 46 which is 
preferably bonded in place as will be described to permit 
the use of a different hardness of material at the tip to 
enhance the flexibility of this part of the catheter if de- 
sired. Of course an integral tip can be used. 

FIG. 4 is drawn to a larger scale than FIG. 1 and 
illustrates a longitudinal cross-section of the tip section 
and adjacent part of the main body 22. Several features 
can be seen in this view. First of all a separate tip 46 is 
seen to be tapered to the end opening 48 and as men- 
tioned, is preferably of a different material from the rest 
of the tip section which is integral with the main body. 
The line 72 is intended to illustrate the joint between the 
materials. The structure starts as an extrusion in the 
form of Figure 2 which, after being cut to length, is mod- 
ified by first cutting a portion of the lumen 44 to create 
the opening 50 and then slicing longitudinally to remove 
part of the lumen towards the distal end. Subsequently 



the projecting portion containing lumen 42 is placed in 
a mould where the thermoplastic material is deformed 
into the section shown in Fig. 3. Before this is done a 
mandrel is placed inside the lumen 42 to maintain the 
S integrity and shape of this lumen and to ensure that it 
remains smooth walled throughout. The tip 46 is then 
bonded to the end of the remainder of the lumen 42 
again using a mandrel to ensure proper alignment and 
shape. 

The next step is to form the openings 52, 54 using 
conventional techniques. The proximal end assembly is 
then attached and this again can be done very simply 
due to the fact that the lumens 42, 44 are round and can 
accommodate attachment to the round tubing 30, 32 
within the junction 28 as is now common in the art. 

It will also be seen in FIG. 4 that the transverse 
opening 50 extends essentially transversely of the cath- 
eter but that the entrance is cut at an angle to the axis 
of the catheter. The enclosed "A" angle between the 
face of the opening and the axis of the catheter is pref- 
erably no smaller than 30°. This helps to ensure that the 
catheter will not be occluded by a blood vessel wall 
drawn by suction towards the opening. The blood vessel 
cannot accommodate the change in shape at this por- 
tion and will therefore be draped across the opening 
leaving access to the opening. If the angle becomes too 
small, then the blood vessel can change shape and oc- 
clude the opening as it is drawn into position by the suc- 
tion applied by the dialysis apparatus attached to the 
catheter. 

Returning to Fig. 2, the enhanced characteristics of 
the catheter are largely related to the arrangement of 
the cross-section shown in this figure. Firstly, the lumens 
42, 44 have the best shape for flow, that is they are round 
in cross-section. It is well established in fluid mechanics 
that the surface area of contact is minimized relative to 
the volume of flow if a circular cross-section is used and 
laminar flow is more readily induced. Secondly, the ri- 
gidity of the structure to avoid kinking is significant. This 
can be demonstrated by an analogy with the bending of 
straight beams. If a bending force is applied to bend 
about the minor axis fig, the stress p is proportional to 
the distance along the major axis, y, and inversely pro- 
portional to the moment of inertia I about the minor axis 
58. In other words, using standard beam formula for 
straight beams, 

Pay, 

From this it is evident that if the ratio y/l is the same 
about the x and y axes, the stress created at the surface 
will be the same for a given bending moment. It has been 
found that this desirable result can be approximated us- 
ing the present structure. For example, consider a 
cross-section such as that shown in Fig. 2, having a ma- 
jor axis 56= 4.8 mm; the minor axis = 3.5 mm; the lumens 
are 1.78 mm in diameter; and the wall between the lu- 
mens is a minimum thickness of 0.5 mm. The ratio of 
the-y/l for the x axis is 54864 cm cubed and y/l for the y 



75 



20 



25 



30 



35 



40 



45 



50 



3 



5 



EP0 711 574 A1 



6 



axis is 51 1 44 cm cubed. As a result this catheter (which 
is dimensioned for use in haemodialysis) will resist 
bending to approximately the same extent whether it is 
subjected to bending forces about the x or about the y 
axis. 

As a result, the catheter provides a smooth outer 
surface containing lumens of round cross-section and 
having significant resistance to bending no matter which 
direction the bending force is applied. The overall cross- 
section is relatively small and the catheter is capable of 
being entered either using a sheath or, with a suitable 
mandrel in the intake lumen to occlude this lumen, the 
catheter can be entered over a Seldinger wire. 

It will be evident that the dimension of the minor axis 
58 can be increased to increase the resistance to bend- 
ing about axis 56. However such a change will also in- 
crease the resistance to bending about the other axis. 
This means that for the two resistances to be equal the 
catheter will have to have a larger cross-section area. 
As a result it is preferable to optimize the design to max- 
imize all advantages and it has been found that the ex- 
ample given above is acceptable. This can be stated in 
a relative way as follows. 

The major axis of the cross-section is equal to the 
sum of the diameters of the lumens plus the thicknesses 
of the central dividing wall 55, and walls 66,68, and the 
minor axis is about 70 to 80 percent of the major axis. 
This ratio ensures that the reinforcement zones 60,64 
are sufficient to achieve the desired resistance to bend- 
ing. 

Another relationship is that between the diameters 
of the lumens and the length of the major axis. The di- 
ameter of each lumen is in the order of 30 to 40 percent 
of the length of the major axis. 

It will be appreciated that the cross-sectional shape 
of the catheter can be changed within the scope of the 
invention to achieve a generally constant resistance to 
bending and that the elliptical cross-section is a pre- 
ferred embodiment. 



blending into lumen walls (66,68) which extend 
across the major axis to enclose the lumens, each 
of the lumen walls being attached to both of the rein- 
forcement zones. 

5 

2. A dual lumen catheter as claimed in claim 1 in which 
the tip section (24) further includes a tip (46) at the 
distal end of the catheter of a physically different 
material from that of the remainder of the tip section. 

10 

3. A dual lumen catheter as claimed in claim 1 in the 
length of the minor axis is in the range of about 70 
to 80 percent of that of the major axis. 

is 4. A dual lumen catheter as claimed in claim 1 in which 
the lumens are round in cross-section. 



20 



25 



30 



35 ' 



40 



Claims 



1 . A dual lumen catheter (20) of the type comprising a 
main body (22) defining parallel side-by-side 45 
lumens (42,44) and extending between a junction 
(28) providing connecting tubes (30,32) at the prox- 
imal end of the main body and a tip section (24) 
forming an extension of the return lumen, and intake 
openings (54) and return openings (48,52, the cath- so 
eter being characterized by the main body (22) hav- 
ing a generally elliptical cross-section about major 
and minor axes (56,58) and the intake and return 
lumens (42,44) being centred on the major axis and 
separated by a wall (55), the wall extending along 55 
the minor axis and extending into reinforcement 
zones (60,64) made up of solid catheter material 
and extending in the direction of the major axis and 



4 



EP0 711 574 A1 




EP0 711 574 A1 



Europe*. P.ten, EUROPEAN SEARCH REPORT A "" ka, '° n ^ 

officc EP 95 30 8016 



DOCUMENTS CONSIDERED TO BE RELEVANT 




Category 


Citation of document with indication, where appropriate, 
of relevant passages 


Relevant 
to claim 


CLASSIFICATION OF THE 
APPIJCATION (lnt.CI.6) 


X 

X 
X 
A 
A 


US-A-5 324 253 (MC REA) 

* column 6, line 22 - line 42; figures 1,2 
* 

EP-A-0 453 234 (COOK) 

* column 6, line 1 - line 10; figure 4 * 

US-A-4 619 643 (BAI) 

* column 8, line 50 - line 64; figure 2 * 

EP-A-0 093 887 (AIGNER) 

* abstract; figures * 

US-A-4 548 597 (MINNESOTA MINING) 

* abstract; figures * 


1,3,4 

1,3,4 
1,3 
1,3,4 
1,2 


A61M25/O0 


TECHNICAL FIELDS 
SEARCHED (lntCU) 


A61M J 


The present search report has been drawn up for all claims 


Pt jcc of tend Dal. of »mpW«» cflfc. Ex wiper 

THE HAGUE 15 February 1996 Kousouretas, I 


CATEGORY OF CITED DOCUMENTS T : theory or principle underlying the invention 

E : earlier patent document, but published on, or 
X : particularly relevant if taken alone after the filing dite 
Y : particularly relevant if combined with another D : document cited in the application 
document of the same category |, : document cited for other reasons 
A : technological background 

O : non-written disdusure & : member of the same patent family, corresponding 
F : intermediate document document 



6 



